


Loratadine Syrup 

Comparative Container Labeling - 4fl oz (OTC) 

Main Panel 

RLD - Claritin Hives Relief Proposed Product - Remarks 
Fruit Flavored Syrup Loratadine Syrup 

SAF’E~~, fZAL~~,,~a.$bf%~@ if Schering 1 P[~v&-&ed&c+& G.vd;~,.&~~~~e~w t*rn 
. -_, ,‘ i:‘y,=., ‘:;- : I. 

Dr, mlss!ng. Silarx Logo 
~c~~ss~s~~~~~a 
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Original Prescription Strength Original Prescription Strength 

NEW! 3 

Non-Drowsy- * ~~~~~~~~ 4 
I’. _ * A’ >lA ,- ‘, .‘;,,,“<..‘,‘. 

Hives Relief 
Loratadine 5 mgi5 mL Loratadine 5 mgY5 mL 

Antihistamine Antihistamine 
Relief qf Itching Due to Hives Relief of Itching Due to Hive 

Fruit .Flavored Syrup Fruit Flavored Syru 

24 hour 24 hour 

* When taken as directed * When taken as directed 
See Drug Facts Panel See Drug Facts Panel 

4 fl oz (120 mL) 120 mL (4 FL OZ) 

Remarks: 
1. Moved statement of “Safety Sealed . . .” on side panel 
2. NDC number 
3. Deleted “New” 
4. Product name changed to Loratadine Syrup 
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Loratadine Syrup 
Comparative Con&itier Labeling - 4fI oz (OTC) 

Side Panels 

RLD - Claritin Hives Relief Proposed Product - Remarks 
Fruit Flavored Syrup Loratadine Syrup 

Active ingredient (in each5 mL) Purpose Active ingredient (in each5 mL) Purpose 
Loratadine 5 mg . . . . . . . . . . . . . . . . . . . Antihistamine Lorataclme 5 mg . . . . . . . . . . . . . . . . . . . Antihistamine 
Use relieves itching due to hives (urticaria). This Use relieves itching due to hives (u&aria). This 
product will not prevent hives or an allergic skin product will not prevent hives or an allergic skin 
reaction from occurring. reaction from occurring. 
Warnings Warnings 
Do not use if you have ever had an aIlergic Do not use if you have ever had an allergic reaction 
reaction to this product or any of its ingredients. to this product or any of its ingredients. 
Ask a doctor before use if you have liver or Ask a doctor before use if you have liver or kidney 
kidney disease. Your doctor should determine if disease. Your doctor should determine if you need a 
you need a different dose. different dose. 
When using this product do not take more than When using this product do not take more than 
directed. Taking more than directed may cause directed. Takmg more than directed may cause 
drowsiness. drowsiness. 
Stop use and ask a doctor if an allergic reaction to Stop use and ask a doctor if an allergic reaction to 
this product occurs. Seek medical help right away. this product occurs. Seek medical help right away. 
If pregnant or breast-feeding, ask a health If pregnant or breast-feeding, ask a health 
professional before use. professional before use. 
Keep out of reach of children. In case of Keep out of reach of children. In case of overdose, 
overdose, get medical help or contact a Poison get medical help or contact a Poison Control Center 
Control Center right away right away 
See carton for full’warnings. See carton for full warnings. 
Directions Directions 
a adults and children 6 years and over: 2 q adults and children 6 years and over: 2 

teaspoonfuls daily teaspoonfuls daily 
m do not take more than 2 teaspoonfuls in 24 hours a do not take more than 2 teaspovnfuis in 24 hours 
Other information Other information 
n Store between 2” and 25°C (36” and 77’F) m SAPE%% SEALEIX DO ~~~.~~~~~~~~~ed~s~~ ‘. *‘“~ ) ,;,,. -i .., ,_< ‘*S. , ,; 5 

vound cap of bottle IS‘ broke$or ~sqng. 
n Store between 2’ and 25’C (36” and 77’F) 

6 
Qzkstiois ar. cbi&t&6? 
I-8OO$%&ITIN (G@$252-7484) Or 
www.Clarit&c&n 
02003 Distributed by Schering-PIough.HealthCare Manufactured by: 7 
Products, Inc. Silarx Phiirmacquticals, Inc. 
Memphis, TN 38151 US&. Spring Valles, NY 10977 USA 
All right reserved. 1ss:01/2005 
US Patent No. 6,132,758 

Lot 
EXP 

Control # Exp. Date: 

. 1 KernarKs: 
5. Added statement of “Safety Sealed” 
6. Deleted “Questions or comments” 
7. Manufacturer’s name changed to Silarx, and deleted other information 
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Exhibit 2 (continued) 

Loratadine Syrup 
Hives Relief 

Comparative CartoH Labeling 



Loratadine Syrup 

Comparative Carton Labeling - 4fl oz (OTC) 

Front Panel 

RLD - Claritin Hives Relief Proposed Product - Remarks 
Fruit Flavored Syrup Loratadine Syrup 

l$q a~fl~;doqo~o 
~ilarx Log? ~ 

~~~~~~~~~~~~~~~~ 1 
Original Prescription Strength Original Prescription Strength 

&?$p 2 

Non-Drowsy * I 0, 3 &‘@  ““;. p i j, Non-Drowsy * / 
,Q@fi&$?j 

~~:is’“: .> >W<.UIi,.. ,lj 
Hives Relief 

Relief of Itching Due to Hives Relief of Itching Due to Hive 
Loratadine 5 mg/5 mL Lowtadine 5 mg/5 mL 

Antihistbmine Antihistamine 
Fruit Flavored Syrup Fruit Flavored Syrup 

24 hour 24 hour 
* When taken as directed 

See Drug Facts Panel 
* When taken as directed 

See Drug Facts Panel 

4 fl oz 120 mL (4 FL 02) 
120 mL 

Remark 
1. NDC number 
2. Deleted “New” 
3. Product name changed to Loratadine Syrup 
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Loratadine Syrup 
Comparutive CuMm Labeling L 4fl oz (OTC) 

Right Side Panel 

RLD - Claritin Hives Relief 
Fruit Flavored Svruw 

Drug Facts 
Active ingredient (in each 5 mL) Purpose 
Loratadme 5 mg . . . . . . . . . . . . . . . . . . . Antihistamine 

Uses 
. relieves itching due to hives (urticaria). 

This product will not prevent hives or an 
allergic skin reaction from occurring. 

Warnings 
Severe Allergy Warning: Get emergency help 
immediately if you have hives along with any of 
the following symptoms: 
. trouble swallowing 
9 dizziness or loss of consciousness 
. swelling of tongue 
. swelling in or around mouth 
. trouble speaking 
’ drooling 
. wheezing or problems breathing 
These symptoms may be signs of anaphylactic 
shock. This condition can be life threatening if not 
treated by a health professional immediately. 
Symptoms of anaphylactic shock may occur when 
hives first appear or up to a few hours later. 
Not a Substitute for Epinephrine. If your doctor 
has prescribed an epinephrine injector for 
“anaphylaxis” or severe allergy symptoms that 
could occur with your hives, never use this product 
as a substitute for the epinephrine injector. If you 
have been prescribed an epinephrine injector, you 
should carry it with you at all times. 

Do not use 
n to prevent hives from any known cause such as: 
n foods m insects stings 
= medicines n latex or rubber gloves 
because this product will not stop hives from 
occurring. Avoiding the cause of your hives is the 
only way to prevent them. Hives can sometimes be 
serious. If you do not know the cause of your 
hives, see your doctor for a medical exam. Your 
doctor may be able to help you find a cause. 
m if you have ever had an allergic reaction to this 

product (loratadine) or any of its ingredients 
b 

Proposed Product - 
Loratadine Syrup 

Drug Facts 
Active ingredient (in each 5 mL) Purpose 
Loratadine 5 mg . . . . . . . . . . . . . . . . . . . Antihistamine 

Uses 
. relieves itching due to hives (urticaria). This 

product will not prevent hives or an allergic skin 
reaction from occurring. 

Warnings 
Severe Allergy Warning: Get emergency help 
immediately if you have hives along with any of the 
following symptoms: 
. trouble swallowing 
q dizziness or loss of consciousness 
. swelling of tongue 
‘ swelling in or around mouth 
. trouble speaking 
m drooling 
a wheezing or problems breathing 
These symptoms may be signs of anaphylactic shock. 
This condition can be life threatening if not treated by 
a health professional immediately. Symptoms of 
anaphylactic shock may occur when hives first appear 
or up to a few hours later. 
Not a Substitute for Epinephrine. If your doctor has 
prescribed an epinephrine injector for “anaphylaxis” 
or severe allergy symptoms that could occur with 
your hives, never use this product as a substitute for 
the epinephrine injector. If you have been prescribed 
an epinephrine injector, you should carry it with you 
at all times. 

Do not use 
m to prevent hives from any known cause such as: 
n foods n insects stings 
q medicines m latex or rubber gloves 
because this product will not stop hives from 
occurring. Avoiding the cause of your hives is the 
only way to prevent them. Hives can sometimes be 
serious. If you do not know the cause of your hives, 
see your doctor for a medical exam. Your doctor may 
be able to help you fmd a cause. 
a if you have ever had an allergic reaction to this 

product (loratadine) or any of its ingredients 
b 

Remarks 
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LorMadine Syrup 

Comparative Carton Labeling - 4jl oz (OTC) 

Left Side Panel 

R liver or kidney disease. 
determine if you need 

1s product occurs. 
Get medical help right away 

q symptoms don’t improve after 3 days of 
treatment 

m symptoms don’t improve after 3 days of 

a the hives have lasted more than 6 weeks m the hives have lasted 

ed: $5 ijcii i&e if bottle Tap 
wi& Schering-Plougb Heal&Care- is 

R SA$?ETY SEAXJD’Do no$s& ffj~printed 
seal a&und’cap is‘b&kerAx @s@ng 

q Store between 2’ and 25T (36” and 77’F) 

Kernarks: 
4. Revised the statement of “Safety Sealed: Do not use . . .” 
5. Deleted questions/comments 
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Loratadine Syrup 

Comparative Carton Labeling - 4JI oz (OTC) 

Left Side Panel (continued) 

Save this carton for till labeling information. 

Bar Code 

SAVE THIS CARTON FOR FULL 
LABELING INFORMATION. 

Remarks: 
6. Manufacturer’s name changed to Silarx., and deleted other information 
7. Bar code is used for Silarx product 
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Loratadine Syrup 

Comparative Carton Labeling - 4fl oz (OTC) 

Back Panel 

Relief of Itching Due to Hives Relief of Itching Due to Hive 
Loratadine 5 mg/5 mL Loratadine 5 mg/5 mL 

Antihistamine Antihistamine 
Fruit Plavored Syrup Fruit Flavored Syrup 

24 hour 24 hour 
* When taken as directed 

See Drug Facts Panel 
* When taken as directed 

See Drug Facts Panel 

4 fl oz 120 mL (4 FL 02) 
120 mL 

Remarks: 
8. NDC number 
9. Deleted “New” 
10. Product name changed to Loratadine Syrup 
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